INTRODUCTION:
alidation is a concept that has been evolving continuously since its first formal appearance in the United States in 1978. Validation as it is known today has developed from the need to maintain quality, consistency and above all public safety. The present project reflects the current trends and serves as an educational tool in our progressive industry 1 . Definition (USFDA): "Process validation is establishing documented evidence that provides a high degree of assurance that a specific process will consistently produce a product meeting its predetermined specifications and quality characteristics (2, 3) ". Since Methylcobalamine injection (500 mcg) is a new formulation which is going to be administered in the form of IM route for the instant effect.The injectable form is easily accepted, safe, user friendly and palatable dosage form of drug administration, the prospective process validation could be easily and thoroughly studied on this topic. Methylcobalamine is used to produce red blood cells in pernicious anemia and to maintain the good health.
Fig. 1.1: Validation Process-Flow Diagram

Equipment validation:-(Qualification)
The equipment should be designed and/or selected as per the product specifications are consistently achieved.
Fig.1.2 Qualification Life Cycle
Types of Equipment Qualification 8, 9 Design Qualification (DQ):
It is the documented verification of the proposed design of the facilities, systems and equipment for the intended purpose. It involves following parameters:make, type, model number, material of construction, size and shape of different parts of the equipments.
Installation Qualification (IQ):
It verifies the installations such as machines, measuring devices, utilities, manufacturing areas used in a manufacturing process.
Operational Qualification (OQ):
OQ checks the facilities, systems and equipment that are operating with standard conditions. It tests whether or not the system works as expected.
PQ is the documented verification that the facilities, systems and equipment can perform effectively to perform approved process and deliver product specification consistently
Analytical method validation:
Method validation defined as, "The process by which, it is established by laboratory studies, that the performance characteristics of the method meet the requirements for the intended analytical application".
Cleaning validation:-
Cleaning validation is a process of attaining and documenting sufficient evidence to give reasonable assurance given the current state of Science and Technology.
The whole plan of validation of sterile facility is divided into following steps 10, 11 . To regulate room temperature, humidity and air flow ensuring that such elements remain within their acceptable ranges is the primary use of HVAC.
DOP Test:
The purpose of performing regularly scheduled leak tests, also to detect leaks from the filter media, filter frame or seal.Leak tests should be performed at suitable time intervals for HEPA filters in the aseptic processing facility.
Air Velocity Measurement:
To conduct periodic monitoring of uniformity of velocity across the filter (and relative to adjacent filters). Velocity usually increase the possibility of contamination as these can have an effect on unidirectional airflow in validation.
Air changes per hour:
To evaluate the air is exchangedwith fresh or filtered air in each hour (numbers of time).
The air changes is calculated in following ways 
SUMMARY:
Validation of HVAC system ensures that all these parameter are within the predetermined specification. 
CONCLUSION:
Based on the validation test results, review, assessment and evaluation it is concluded that the manufacturing process of Methylcobalamine injection is validated (as per cGMP guidelines) for the predetermined acceptance criteria. For the intended indication of new drug ( accurate and reliable assessment) for its effectiveness and safety, it is necessary before approval of new drug Pharmaceutical validation and process control are required facilities.
